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Applicant(s) 
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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 16 February 2006 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-17 is/are pending in the application. 

4a) Of the above claim(s) 1-3 and 8-17 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) ^ Claim(s) ±7 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Applicants election of Group 2 (claims 4-7) is acknowledged. 

An "election of species" requirement is now imposed, as set forth below. 
First, however, the meaning of the terms "poly-a/pAa-glutamic acid per se " and 
"poly-gamma-glutamic acid per se " is explained. 

The term "poly-a//?/*a-glutamic acid per se " is used hereinbelow in accordance 
with the conventional meaning of this term, i.e., a compound of formula I (claim 
5) in which X is hydrogen, Z is -OH (and "Y" is not hydrogen), "n" is 2 and R is 
carboxy. Similarly, the term "poly-gamma-glutamic acid per se " refers to a 
compound of formula II in which X is hydrogen, Z is -OH (and "Y" is not 
hydrogen), and R is -COOH. The foregoing terms do not include metal ion 
salts. 

Applicants are required under 35 U.S. C. §121 to elect disclosed 

species/subgenera (as follows) for prosecution on the merits to which the claims 

shall be restricted if no generic claim is finally held to be allowable. 

a ) one of the following: (i) poly-a//?/*a-glutamic acid per se is administered, 
and poly-gaw/wa-glutamic acid per se is not administered, (ii) poly-gamma- 
glutamic acid per se is administered, and poly-a//?/*a-glutamic acid per se is 
not administered, (iii) a mixture of poly-a//?/m-glutamic acid per se and and 
poly-gamraa-glutamic acid per se is administered, or (iv) poly-alpha- 
glutamic acid per se is not administered, and poly-gawmoglutamic acid per 
se is also not administered; 
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b) one of the following: (i) at least one compound other than (or in addition 
to) poly-a//?/*a-glutamic acid per se and poly-gamma-glutamic acid per se is 
administered, or (ii) no compound other than poly-a//?/*a-glutamic acid per 
se and/or poly-gamma-glutamic acid per se is administered; 

c ) in the event that at least one compound other than (or in addition to) poly- 
a/p/ja-glutamic acid per se and poly-ga/wma-glutamic acid per se is 
administered what are the compounds that are administered? 

d ) the molecular weight of the polyglutamic polymer, or if a range of 
molecular weights is administered the molecular weight of one of those poly- 
Glu polymers.; 

e ) the approximate polydispersity of the polyglutamate polymer. 



+ 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Lukton whose telephone number is 571- 
272-0952. The examiner can normally be reached Monday-Friday from 9:30 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell, can be reached at (571)272-0974. The fax number 
for the organization where this application or proceeding is assigned is 571-273- 
8300. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 571- 
272-1600. 
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